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REMARKS 

Applicants have received aiid carefully reviewed the Office Action mailed November 1 , 
2005, selling 4 three month shonened staiuiory period for reply ending February 1, 2005. Claims 

49- 53 and 55-69 remain pending. Reconsideration and reexamination are rcspecifuljy requested. 

As a prcbminary matter, the Examiner has stated various rejections, some of which rely 
on "Stein (4,49«,47Sy' However, U,S, Patent No. 4,498,478 has an Ivan M. Bourgeois as 
named inventor, not Stein After review of the stated rejections and the Bourgeois refen^nce, it 
appears that the Examiner intended to cite Bourgeois. Spccitically, Figure 3 of the Bourgeois 
reference shows what appears to be a biphasic waveform having some degree of tilt, though no 
scale IS given. The Examiner also correctly ciies U.S Patent No. 4,498,478 to Bourgeois in the 
Norite of References Cited attached to the Office Action. Therefore, Applicants refer herein to 
Bourgeois. 

In paragraph 2 of the Office Action, claims 40-53, 55-60 and 63-69 were rejected under 
35 U.S.C. § 102(e) as being anticipated by U,S. Patent Application Pub. No. 2002/0147475 to 
Scheiner et al After careful review of the cited reference, and in light of the above amendments. 
Applicants respectfully disagree. 

It appears that each disclosed embodiment of Scheiner ei al. illustrates the use of 
intracardiac electrodes for the delivery of pacing pulses*. Each of independent claims 49, 53 and 
55 have been amended to replace the previous recitation of subcutaneous p<.)sition in the 
preamble. Instead, these aspects are now positively recited method steps in the claims. As such, 
the steps of subcuianeously positioning the ICD between the third rib and the twelfth nb of a 
paneni and using a lead system that does not directly contact the patient's heart or reside in the 
intrathoracic blood vessels to provide the anti-bradycardia pacing energy to the heart are now 
positively recited. Bccau^sc Scheiner et al. do not disclose such steps, the § 102(e) rejection is 
overcome with respect to each of independent claims 49, 53 and 55, as well as dependent claims 

50- 52, 56-60, and ^3-69. 

In paragraph 4 of the Office Action, claims 61-62 were rejected under 35 U,S.C. § 103(a) 
as being unpaieniable over Shciner et al. in view of U.S. Patent No. 4,498,478 to Bourgeois, 
Bourgeois is cited for showing a tilt on a pacing pulse. As noted above, independent claim 49 
has been amended to positively rei;ite the positioning of the ICD as well as the lead system. 
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Neither Sheiner et al. nor Bourgeois indicate a posiiionmg as reciicd. Therefore, claims 61-62, 
which depend from claim 49, are believed to be patentable over the ciicd combinaiion 

In paragraph 5 of ihc Office Action, claims 49 and 53 were rejected under 35 U.S.C, 
§l03(a) as being unpatentable over U.S. Patent Application Publicaiion No, 2002/0082658 to 
Hcmrich ei al. in the previous Amendment, Applicants noicd that the range of applied voltages 
ro which the Heinrich ei al reference has an effective date prior to the tiling of the present 
application would be limited to only a 1 00-voli pulse. The Examiner states, in paragraph 5 of the 
OtTice Action, thut '"It would have been obvious lo one with ordinary skill in the art at the time 
ihe invcniion was made to ijpiimi7e the monophasic waveform peak voltage as taught by 
Heinrich with monophasic waveforms having a peak voltage ihai is between approximately 25 V 
to approximately 50 V, and between approximately 50 V to approximately 75 V../' However, 
Applicants respectfully disagree. 

Firsi, Applicants note that the Examiner has not made a prima Jucie case of obviousness 
for subcutanet^us pacing. The Examiner cites caselaw to the effect that where the general 
conditions of a claim are disclosed in the prior an, it is not inventive tu discover the optimum or 
workable ranges by routine experimentation. However, the Examiner has not identified a 
reference providing a relevant range for pacing tirom a subcutaneous position. The Heinnch et 
al. provisional applicution identifies 100 volts, but no associated range. Neither low nor high 
ends to any associated range have been cited, aside ftum a single voltage. No other reference 
providing a relevant range has been cited. As such, the prima facw case has not been 
established. 

Second, Applicants believe that Heinrich et al. teach away from the lower ranges 
suggested by the Examiner. The provisional application of Heinnch et al, which defines the 
relevant disclosure, does not suppon a modification to reduce the applied voltage. Applicants 
note the following discussion in the provisional application of Heinnch et al: 

Figure 1 illustrates the detection method used during bradyarrhythmia 
monitoring. If asystole greater than, or equal to, a first predetermined time such 
as three seconds is detected at A, charging of output capacitors lu a predetermined 
voltage such as 100 volts occurs during lime B. At C, a first pacing pulse is 
delivered, and rcchar*^jng of ihe capacitors begins at time D. Monitoring fur an 
escape rate lunger than a predetermined rate occurs until time E, at which lime a 
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second pacing pulse is delivered if an intrinsic beut does not ocuur. Ai time F, 
recharging occurs, and monitoring for the escape rate again proceeds. If such 
thc?rdpy is not disconimued because of the re-occurrence uf the patient's intrinsic 
normal heart beat, the patient will be required lo seek immediate emergency 
attention, since such therapy will be uncomfortable for the patient. 

(U.S. Provisional App. No. 60/252,811, ut page 5, lines 3-12,) Heinrich et al state in this 
paragraph that a lOU-volt pulse is applied for pacing, and will be uncomtbnable to the patient. 
The application of such a pulse means "^the patient will be required to seek immediate emergency 
aneniion, since such therapy will be uncomfortable for the patient." Heinrich ei al. later identify 
"one hundred percent patient compliance" as an advantage of the system. Applicants believe 
that Heinrich ci al. imply thai application of a lesser pulse may not be advantageous, as this may 
reduce the compulsion of the patient to seek immediate medical attention. 

This understanding is »upp<med by Heinrich et al. repeatedly stating that the device \% not 
intended for long-term use. For example. 



The transthoracic pacing provided by the current invention will likely be 
uncomfortable for the patient. Thus, this tunciion is not intended to provide 
chronic therapy. Once therapy delivery h4s occurred for a bradyarrhyihmic 
episode, a more iradiiional device should be implanted lo provide long-term 
therapy, 

(U S. Provisional App. No. 60/252,81 1, at page 4, lines 24-27.) Again. 



The above-described inventive system and method provides a therapy that 
avoids the nsks of transvenous lead delivery. Such a system may be used for 
patients that are at-risk for arrhythmias, but have not yet experienced a confirmed 
arrhythmic episode. The device may therefore provide a needed long-term 
monitonng fUnction, as well as any interventional therapy that is required. 
Preferably, after an episode is detected and therapy is delivered for a lirsi time, 
the current system would be replaced with a more conventional implantable 
defibrillator. 
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(U.S. Provisional App. No. 60/252,8 U, ai page 5, lines 16-22.) Later: 



In this example ihe patient has met two aCC/AHA ClabS I pacing indicaiions; 
1) Documented penod of asystole greater than 3 sccunds and 2) escape rate less 
rhan 4U bpm. This device hn^ accomplished us intended fUncnon of moniroring 
for acute urrhyihmiafs and delivering acme therapies and the patient would now be 
implanted with a traditional ICD (like a GEM !l DR or VR). This device is 
intended to provide the ^"Lifeboat" function and is not miended lo provide chronic 
Therapies. Once rhe device begins delivering transthoracic pacing therapies 
(which will be painful) the patiem should contact their physician or go to the 
nearesi Emergency Room from the next step in the continuum of care. 



(U.S. Provisional App, No. 60/252,811, at page A-2, §9.) Furdier: 



The problem which this invention is intended to solve: This implantable device 
and lead system is intended to provide physicians with a simple approach to 
protect patients at risk for life-threatening arrhythmias. This is a "Life-boat" 
device, capable of a limited number of defibrillation shocks and bradyarrhyihmia 
pacing. The device is intended for long-term monitoring and the delivery of acute 
therapies. Once a patient has expt^enced an episode of life-thrcaienmg 
arrhythmias* and the device has intervened with therapies, the device would be 
replaced with a more conventional implantable defibrillator, such as the 
Medtronic Model 7229, GEM U VR, 



(U.S. Provisional App. Mo. 60/252,811, at page A-5, second paragraph.) Heinrich et al. 
repeatedly describe their device as providing long-term monitoring and acute therapy. The use 
of the suggested pacing voltage is at least panly motivated by a desire to cause the patient to seek 
immediate medical attention if pacing continues. The device is then replaced with a transvenous 
pacing device that does not create discomfon when a pacing pulse is applied. 

In summary, the above illustrates that the Hcinnch et al. provisional application 
contemplated a temporary treatment device intended to provide stimulus at energy levels that 
would be uncomfortable to the patient, prompting the patient to seek medical auention. Heinrich 
therefore teaches only the lOO-volt stimulus in the provisional application. Reducing this voltage 
is not suggested by Heinnch as it would take away this function. 

In light of the above, it is believed that a prima fac:ie case of obviousness has not been 
established because no range for subcutaneous pacing has been identified by the Examiner. 
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Further, Applicants believe ii would not be obvious lo change the applied pacinij voltage as the 
Examiner suggcsib. For each of these reasons, clmms 49 and 53 arc believed to be patentable 
over the cited reference. 

In parai»raph 6 of the Office Action, claims 50-52, 55-60, and 63-60 were rejected under 
35 U.S.C. §lU3(a) as being unpatentable over the Heinrich ci al. publication as evidenced by the 
Heinnch et al. provisional applicaiion. 

before, the Examiner states that it would have been obvious to modify ihc ranges 
illustrated by Heinrich ei al in cither the publication or the provisional application. In this 
instance, the Examiner tinds that the provisional application suggests a pulse width of 50 
milliseconds. Therefore, the Examiner states, it would have been obvious to select shorter pulse 
widths of lesser dur^ions because patient specific factors determine what pulse is needed to 
effectively pace the bean. However, as above. Applicants believe that, at beiit, Heinrich ci al. 
teaches on duration of pulse for pacing from a subcutaneous position. The Examiner has not 
identified any other reference teaching any other pube width to consriiuie the *t3ngc" that one 
would select a pulse width from, meaning that a prima facie case of obviousness has noi been 
shown. Moreover, Applicants believe thai Heinrich et aU teuch the application of a specific pulse 
that is designed to cause the panent to seek immediate medical assistance if pacing continues tor 
any period of time. The discomfort suggested by Heinrich ei al. teaches away from optimizing 
as suggested by the Examiner 

It is believed that a prima fucie ease of obviousness has not been established. Further, the 
modification of the pulse duration taught by Hemrich et al. is unobvious m view of the Heinrich 
et al. provisional application. In light thereof, claims 50-52, 55-60. and 63-69 are believed to be 
patentable over the cited reference. 

In paragraph 7 of the Office Action, claims 61-62 were rejected under 35 U.S.C, § 103(a) 
as being unpatentable over the Heinrich et al. published application m view of Bourgeois. It is 
believed that the above remarks and amendments with respect to independent claim 49, firom 
which claims 61-62 depend, are sufficient to illustrate the patentability of each claim of Heinrich 
et al Bourgeois does not provide any suggestion of pulse dumtiotis or amplitudes tor 
subcutaneous pacing. Even if Bourgeois did provide such disclosure, it is believed that Heinrich 
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et ttl would teach away from any necessary moditKatiun. Therefore, u is bcheved that claims 
61 -62 art: pateniuble over ihc cited combination. 

Reexamination and reconsideration ore respectfully requested. It is respectfully 
Submitted that all pending claims arc now in condition for allowance Issuance of a Notice of 
Allowance in due course is requested. If a telephone conference might be of assistance, please 
contact the undersigned atromey at (612) 677-9050, 
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Rcspecifully submitted, 
GustH. Bardyet al. 
Byiheir Aitomey, 



David M, CromptonTReg. N(y3 6,772 
CROMPTON, SEAGER & TUFTE, LLC 
1221 Nicollet Avenue, SuilcSOO 
Minneapolis. MN 55403-2420 
Telephone: (612)677-9050 
Facsimile: (612) 359^^34^) 
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